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DETAILED ACTION 

As noted by the examiner in the last interview summary claims 8 and its 
dependent claims 9-1 1 would be allowable if rewritten in independent form with all of the 
limitations of base claim 1 incorporated into claim 8 and if all of the 112 issues outlined 
below were cleared by removing the new recitation that the hydrophobic block contains 
a random sequence. 

Applicants amendment to the claims filed 04/10/2008 has been entered. Any 
rejection/objection from the previous office action filed 12/12/2007 not addressed in the 
action below has been withdrawn. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

These new rejections were necessitated by applicants amendments to the 
claims. 

Claims 1 -1 5 are rejected under 35 U.S.C. 1 1 2, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Specifically claim 1 now recites that the units 
of the hydrophobic block are in a random sequence, the examiner could find no support 
within the specification for such a limitation, in fact the term "random" is not even 
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mentioned within applicants specification. Furthermore applicants have not described 
how or where such a limitation is supported by their previous specification, claims or 
drawings. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 1 is rejected under 35 U.S.C. 112, second paragraph, as failing to set forth 
the subject matter which applicant(s) regard as their invention. Evidence that claim 
fail(s) to correspond in scope with that which applicant(s) regard as the invention can be 
found in the specification at page 4 lines 5-31 and claim 8 which describe a block 
copolymer comprising a hydrophilic A block and a hydrophobic B block to form a diblock 
or triblock copolymer, formula I found within the specification and claim 8 also shows a 
block copolymer. In the specification and claims, applicant has clearly noted that their 
invention is a block copolymer, and this statement indicates that the invention is 
different from what is now defined in the claim(s) because a random or statistical 
polymer cannot be the same as a block copolymer whether it is a diblock or triblock. 
Random copolymers can only arise when the monomeric units that form the copolymer 
are random throughout the polymer, however a block copolymer has defined blocks of 
the same type of monomeric unit within each block, thus the blocks and the monomers 
that form those blocks cannot be considered as a random copolymer. To expedite the 
examination process the examiner searched for a block copolymer similar in nature to 
the description of the block copolymers within the specification and within claim 8. 
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Claims 1-7 and 12-15 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Cha et al. (US 5,702,717). 

Response to Arguments 

Applicant's arguments filed 04/10/2008 have been fully considered but they are 
not persuasive. 

Applicants assert that the data from tables 1 and 2 within the specification show 
unexpected and advantageous results in that the micelle composition has a markedly 
enhanced drug content and reduced degradability when compared to a micelle not 
comprising an active hydrogen containing functional groups in a specified number of 1 .1 
to 30. Applicants assert that Cha can not meet this unexpected result or advantage 
since it does not suggest using an active hydrogen containing functional group in a 
number of 1.1 to 30. 

The relevance of this assertion is unclear. As recited in the last office action the 
hydrophobic block of Cha had a MW preferably between 500-3,000 Daltons, this MW 
range would correspond to about -4-25 units of malic acid within the block copolymer, 
each unit of malic acid has a free carboxylic acid functional group. Thus since Cha 
obviously discloses the same amount of functional groups as applicants claimed 
invention it is inherent that all the properties found by applicants would also be the same 
as the Cha reference. Where the claimed and prior art products are identical or 
substantially identical in structure or composition, or are produced by identical or 
substantially identical processes, a prima facie case or either anticipation or 
obviousness has been established, Thus the claiming of a new use, new function or 
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unknown property which is inherently present in the prior art does not necessarily make 
the claim patentable. 

Applicants further assert that Cha does not teach a hydrophobic block in which 
the sequence of functional groups contained within the unit are random. 

As noted in the 112 1st and 2nd paragraph rejections above, applicants have no 
support within the specification for this new limitation and this new limitation is not in 
accordance with the types of block copolymers described within the specification. For 
this reason the examiner searched for a block copolymer similar in nature to the 
description of the block copolymers within the specification and within claim 8, thus 
since Cha for the reasons outlined before does teach such a block copolymer as 
produced by applicants the previous rejection still stands. It is further noted by the 
examiner that the hydrophobic portion of Cha can be produced from mixtures of any of 
the disclosed monomers, thus it is the opinion of the examiner that if mixtures of 
hydrophobic monomers were reacted a random hydrophobic polymer would be formed. 
This random hydrophobic polymer would then be reacted with the hydrophilic polymer 
or monomer forming a block copolymer. Thus even thought applicants do not have 
seem to have support for the limitation that the hydrophobic block contains a random 
sequence of monomers it appears that the Cha reference does have support for such a 
polymer. 

Conclusion 

No claims are allowed at this time. 
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Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP §706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James W. Rogers, Ph.D. whose telephone number is 
(571) 272-7838. The examiner can normally be reached on 8:30-5:00. 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Hartley can be reached on (571) 271-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
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have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 



/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 
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